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3.A.2.1. “A Clinical Study to Assess the Antigingivitis Efficacy of a Stannous Fluoride 

Dentifrice” (Appendix 5) 

This was a randomized, stratified, single center, double-blind, parallel group clinical 

study. A total of 144 subjects between the ages of 18 and 65 enrolled in the study, 

with 130 subjects completing. The study compared a 0.454% stannous fluoride 

dentifrice and a negative control dentifrice (Colgate Cavity@ Protection) that subjects 

used twice daily for 6 months. Efficacy measurements (modified gingival index 

(MGI), gingival bleeding, and plaque examinations) were conducted at baseline, 3 

months, and 6 months. Data were analyzed by analysis of covariance, comparing the 

two groups according to change from baseline for each parameter at each 

examination. The baseline score for the parameter was the covariate. Percent 

difference based on change from baseline was calculated. 

Results showed a clinically and statistically significant reduction in gingivitis 

(21.7%) and bleeding (57.1%) in subjects treated with the 0.454% stannous fluoride 

dentifrice relative to the negative control at both the 3-month and g-month 

examinations. Plaque reductions vs. baseline measured over 20% for stannous 

fluoride dentifrice, though a substantial Hawthorne effect in the control population 

(not seen in the published studies described earlier) reduced the numeric reduction of 

stannous fluoride in overall plaque accumulation to a 6.9 % reduction vs. the 

negative control group at 6 months. This difference was, however, statistically 

significant and satisfies the effectiveness criteria recommended by the 

Subcommittee. These data provide additional clinical support of antigingivitis and 

an unqualified ‘antiplaque’ indications for dentifrices comprised of 0.454% stannous 

fluoride. 
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Effect of Stannous Fluoride Dentifrice on Gingivitis, Gingival Bleeding and 
Plaque at 6 Months 

Condition Treatment Baseline 
mean 

MGI 
0.454% SnF2 2.03 

n = 64 

Bleeding 

Negative Control 
n = 66 

0.454% SnF2 
n = 64 

2.04 

9.36 

Negative Control 
n = 66 

0.454% SnF2 
n = 64 

8.67 

2.73 

Negative Control 
n = 66 

2.91 

6-month 
mean 

1.57 

2.01 

% reduction, 
p-value 

21.7% 
pco.oo1 

N/A 

3.81 

8.88 

57.1% 
pco.oo1 

N/A 

2.14 

2.30 

6.9%, 
p<o.o14 

N/A 


